
510(k) Summary

1.0 SUBMITTER INFORMATION

1.1 Submitter: SHIMADZU MEDICAL SYSTEMS
20101 South Vermont Ave.
Torrance, CA 90502-1328
PH: 310-217-8855
FX: 310-217-8869

1.2 Contact: Don Karle

1.3 Date: April 25, 2007

2.0 DEVICE NAME

2.1 Proprietary Name: SDU-1100

2.2 Comnon Name: Ultrasound Imaging System

2.3 Classification: Ultrasonic Pulsed Doppler Imaging System
FR # 892.1550, Product Code 90-IYN

Ultrasonic Pulsed Echo Imaging System
FR # 892.1560, Product Code 90-IYO

Diagnostic Ultrasound Transducer
FR # 892.1570, Product Code 90-ITX

2.4 Predicate Device: Shimadzu SDU-1100 (KO50510, 4/1/05)

3.0 DEVICE DESCRIPTION
The SDU-1100 is a mobile diagnostic ultrasound system. This system has flat linear
array, convex linear and sector probe with a frequency range of approximately 2 to 15
MHz. It has B mode, M mode, Pulsed Doppler mode, Real time 3D mode, Color
mode, or in a combination of modes.

4.0 INTENDED USE
The SDU-l 100 is intended for the following applications:



Fetal, Abdominal, Pediatric, Small Organs (Specify), Neonatal Cephalic, Adult

Cephalic, Cardiac, Transrectal, Transvaginal, Peripheral Vascular, Musculo-skeletal
Superficial and Musculo-skeletal Conventional.

5.0 SAFETY CONSIDERATIONS
SDU-1 100 has been designed to meet the following voluntary and measurement
standards:

* IEC 60601-1 Safety of Medical Electric Equipment
· AIUM NEMA UD2 Acoustic Output Measurement Standard for Diagnostic

Ultrasound Equipment
* Acoustic Output Measurement and Labeling Standard for Diagnostic

Ultrasound Equipment Revision 1 (AIUM 1998)
* AIUM NEMA UD3 Standard for Real-time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment



DEPA][RTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate BoulevardJAN - 9 2008 Rockville MD 20850

Mr. Don Karle
Manager, Customer Service
Shirnadzu Medical Systems USA
20101 South Vermont Avenue
TORRANCE CA 90502

Re: K071291
Trade/Device Name: Diagnostic Ultrasound System SDU-1100, system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: LI
Product Code: IYN, IYO, and ITX
Dated: December 18, 2007
Received: December 19, 2007

Dear Mr. Karle:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the Diagnostic Ultrasound System SDU- 1100, system, as described in your premarket
notification:

Transducer Model Number

L040-075U VA11R-055U VA40R-035HU TVI1R-055U
L040-120U VA13R-035U VA40R-035VPU UB1OR-065U

L040-120HU VA13R-050U VA40R-035VNU EC11R-055U
L070-075U VA20R-035U VA57R-0375WU EC1OR-065VPU
L072-050U VA40R-035U VA57R-0375HU



Page 2 - Mr. Karle

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center's September 30, 1997 "Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers." If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer's 510(k) number. It should be clearly and
prominently marked "ADD-TO-FILE" and should be submitted in duplicate to:

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda. gov/cdrh/industry/support/index.htmI
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If you have any questions regarding the content of this letter, please contact Lauren Hefner at
(240) 276-3666.

Sincerely yours,

4acC Brogd
Director, Division of Reproductive,

Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 1 of 20

510(k) Number (if known): Koii gq I
Device Name: Diagnostic Ultrasound System SDU-1 100. system

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the buman body as follows:

Mode of O
nicalApplication A B Ml PWD CHD Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (Specqr)** Harmonic (Specie,
- - ~~~~~~~Doppler Imagin g Imaging*}

Ophthalmic

P P P P P P P N
Abdominal P p P P P p P P N
intra-operative

Neurological
Pediatric
Small Organ
Secijj9g * P P P P P P P P

Neonatal
Cephalic
Adult Cephalic
Cardiac P P P P P P P
Transesophageal
Transrectal pPNTragretalP P P 'P P P P P N
TransvginP p P p P P P P N
Transurethral
Intravascular
Peripheral Vascular p p P P P P p
Laparoscopic
Musculo-skeletal P P p p p P p p
Conventional
Musculo-skeletal p p p P P p p P
Superficial
Other (Specify)

new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
· Thyroid, Testicles, Breast
· * B/M, B/PWD, CFM(B)/PWD, CFM(B)/CFM(M)
· Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Contu1ce., of CDRH, Offce of Device Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Oevices Wbk t I
510(k) Number



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 2 of 20

510(k) Number (if known): '0" I ~-q [
Device Name: Diaenostic Ultrasound System SDU-1 100. L040-075U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation
Clinical Application A B H PWD D Colo,' Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (Specifv)** Har-noni (Specifyi
Doppler Inaging c ...

Inaging
Ophthalmic
Fetal
Abdominal
Intra-operative
(Specify)
Intra-operative
Neurological
Pediatric
Small Organ
(Speoic *
Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
D'ansurethral
Intravascular
Peripheral Vascular P P P P p p p p
Laparoscopic
Musculo-skeletal P P P p P P P P
Conventional
Musculo-skeletal P P P P P P P P
Superficial

11Other (Specefy)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
· Thyroid, Testicles, Breast
·* B/M, B/PWD, CFM(B)/PWD, CFM(B)/CFM(M)
** Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Devico Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number - '______q I



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 3 of 20

5 10(k) Number (if knowni) : 01~ ~9(1
Device Name: Diagnostic Ultrasound System SDU- ilI00. L040-120U

Fill out one fonn for each ultrasound system or transducer.

Indications for use: Diagniostic ultrasouid imaging or Doppler analysis of thelhuiman body as follows:

B Ad- -MoeoOpatn

Clinical Application A B M PWID CHID Color Power Co/or. Combined Tisscte Other
Doppler (Anmplictude) Velocitjy iSpecify,)-- Hlim-onic (Speci5))

Ophthalin- ______Doppler Imiaging limaging ... _____

Fetal
Abdominal
Intra-operative

Intro-operative
Neurological
Pediatric
Small Organ P P P p P P P

Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Perzipheral Vascular P P P ppPp p
Laparoscopic
Musculo-skeletal P p p p p P P P
Con ventional
Musculo-skeletal P P P P pP P p
Superficial
IOthers (Specijfy)

N-new indication; PW previously cleared by FDA; E= added under Appendi E

Other Indications or Modes:
*Thyroid, Testicles, Breast

B/ HM, B/PWD, CFM(B)/PWD, CFM(B)/GFM(M)
Real time 3D

(Division Sign-Off)
Division of Repmoductive, Abdominal and
Radiological Devices 1 39
51 0(k) Number _________



Prescription Use (Per 21 CER 801.109)
Ultrasound Device Indications Statement Page 4 of 20

5 1 0(k) Number (if known) : k.o x9.~
Device Name : Diagnostic Ultrasound System SDU-1 100. L040-120HU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Clinicl~ppliation B PWD Mode of Operation Clr C~bnd Tsu te
Clinicol~plicalionCHID Cob,1 Poll,- Clr Cmie ISt te

Doppler (AmNue n Velocity rSpecifrg.. Harmnonic (Specifr)l
p"'D l~~Doplr Imaging _________Iaging ... _____

Ophthalmic
Fetal
Abdominal
Intra-operative
(S ecqfj
Intra- operative
Neurological
Pediatric
Small OrganN N NNNNNN

Neonatal

Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Dransurethral
Intravascular
Peripheral Vascular N N N N N N N N
Laparoscopic
Musculo-skeletal N N N N N N N N
Conventional
Musculo-skeletal N N NN N N N N
Superficial
IOthers 4speif)

N=new indication; P= previously cleared by FDA; F.= added under Appendix E

Other Indications or Modes:
*Thyroid, Testicles, Breast
** HM, B/PWD, CFM(B)/PWD, CFM(B)ICEM(M)
**Real time 3D

(PLEASE DO NOT WRIT BELOW THIS LINE-CONTINUE ON_ ANOTHER PAGE IF NEEDED)
Concnene ofCDRH, Officeo. vc Eauto (ODE)

(Division Sign-Oft)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number - 031 1



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 5 of 20

5 10(k) Number (if known):'
Device Name : Di annostic Ultrasoun Sstem SDU-. 1 I00. O7005

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

A - - ~~~Mod oOprton
ChnicalAppiceaton B M WD CD ol, Power Color Comibined Tissue Ofher

Depuler (A'npliludeJ Velocity ('Specp5i)"* Ha,,nonic (Specify)
- ~~~~~~~~~~Doppler IaigIagg

Ophthalmic
Fetal
Abdominal
Intra-operative

Intra-operative
Neurological
Pediatric

Sinai/Organ P P P 1
('Specify)*
Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular_ P P P P P P P P
Laparoscopic
Musculo-skeletal P P P p? P P p p
Conventional
Musculo-skeletal p p pI P P P P
Superficial

Ohrs (SpecLf)
N=new indication; P= previously cleared by FDA; E' addedun~der Apedx E

Other Indications or Modes:
*Thyroid, Testicles, Breast
**B/M, B/PWD, CP()PD 3F()/CFM(M)
""'Real time 3D

(PLEASE DO NOT WRT EO hsLN-OTNEON ANOTHER PAGE IF NEEDED)
Concun~ce of CDRH, Office of Devce Evaluatio (ODE)

(Division Sign-Off) L
Division of Reproductive, Abdominal and
Radiological DevicesRz
51 0(k) Number - Kul( _________



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 6 of 20

5 10(k) Number (if kcnown) :A O I I;
Device Namne: -Dia2nostic Ultrasound System SDU-l .100.L072-0.5OU

Fill out one fori- for each ultrasound system or transducer,.

Indications for use: Diagilostic ultrasound imaging or Doppler analysis of the human body as follows:

-Mode o{9p2aton
Clinical Application A B M PWID CWD Cob,- POwe Clr Co ..bined Tissue Other

Doppler (Amp~Ilude,) 1, Veloct (Spec,64** Hrn-rnonic t'Speci.r)
- - - - Doppler Imaging ~~~~~~~~~~Imaging

Ophthalmic
Fetal
Abdominal
Intra-oiperative 

___

Intra-operative
Neurological
Pediatric 

____

Small Organp p

Neonatal
Cephalic
A4dult Cephalic
Cardiac
Transesophageal
Trans rectal
Transvaginal
Transurethral
intravascular
Peripheral Vascular P P P __ P P -Pp P _____

Musculo-skeletal P P P p P P P P
Conventional
Musculo-skeletal
Superficial
Otes eci ____-

N=new indication; P= previously cleared by FDA; E= added under Appendix B

Other Indications or Modes:
*Thyroid, Testicles, Breast
**B/M, B/PWD, CFM(B)/PWD, CFM(B)/CEM(M)
~'~Real time 3D -

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON AN~OTHER PAGE IF NEEDED)
Concunece ofCDRH, Omce~ of Dmeio Evaluation (ODE)

(Division Sign-Off) L

Division of Reproductive, Abdominal and
Radiological Devices 1
51 0(k) Number I o



Prescription Use (Per 21 CFR 80 1.1I09)
Ultrasound Device Indications Statement Page 7 of 20

5 10O(k) Number (if known) : _ OL (~
Device Name: Diagnostic Ultaond Sytm ID- 100. VAI IR-055U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of 0 rton
Clincal pp lcatin A B Ad PWD D Clr Pow,'e Color Combined Tissue Other

Do~c pier (Amphlude) Velocity, (SpecA,,J* Harmionic j'Specify,)
oppl~e~r JImagin~g Imlaginlg ..._____

Ophthalmic
FtalN N N _N N _N

AbdominalN N N N N N N N
Ir-oerate

NYeurolo ica~l
P editi N N K N N N _N N

NonatalN N NNNNN

Ca di c N N NN N N

Transrectal
Transvarginal
Dransurethral - -

Intravascular
Peripheral Vascular
Laparospic 

- ____

Musculo-skeletal
Conventional - - - - - -

Musculo-s kale tal

N=new indication; P= previously cleared by EDA; E= added under Appendix E

Other Indications or Modes:
~ BM, /PW, CM()/PDCM(B/CM(M)

Real time 3D

ComupncueeeoCR, Office of Device Evaluation(OE

(Division Sign-Oft)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number- Q iaq



Prescription Use (Per 21 CFR S01. 109)

Ultrasound Device Indications Statement Page 8 of 20

5 10(k) Number (if known) : MO ~ _

Device Name: -Diagnostic Ultrasound System SDU-1 100. VAI13R-035U

FillI out one form for each ultrasound systemn or transducer-.

Indications for use: Diagnostic ultrasound imag~ing or -Doppler analysis of the human body as follows:

PD-Mode ofQp02ation - ____

Clinical Applicaliou A B Al CWDD Color Powier Color Combnbbed Tissue Other
Doppler (Amnplitude) Velocity (Specifj)** Harmuonic (Specib')

Doppler Intaging Imnaging
Ophthalmic
Fetal P P p _ p p p p
Ahdominal P P P ___ P P P p P ___

Intra-operative

Intra-oiperative
Neurological
Pediatric
Small Organ
(Specift)
Neonatal
Cephalic
Adult Cephalic
Cardiac P P P P P ~ P P P
Dransesopha geal
Transrec tat
Transvaginal __

Transurethral
Jntravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Others (Specijfy)

N=new indication; P= previously cleared by PDA; E= added under Appendix E

Other Indications or Modes:
11/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)

Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Coneuwaece ofCCDRH, Office of Device Evalution (ODE)

(Division Sign-Off) L

Division of Reproductive, Abdominal and
Radiological Devices
510(k) NumberK



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Inidications Statemenit Paage 9 of 20

5 10(k) Number (if known):.I __

Device Name: Diagnostic Ultrasound SytmSD*1100.VAI3.R-050U

Fill out one form for each ultrasound system or tzansducer.

Indications for use: Diagnostic ultrasound imaging or Doppler -analysis of tlhelhumanbody as follows:

Clini al A plicaion P WY CD M Co s t ! i nColo Com bined Tissue Other

Dopr (Apiue)Velocity (Spec qj', Harmonic (Sp e 09,
- -______ _____ ______ Dopler Imaging hnaging ..

O thlic
Ftal P p _ P P P

Abdominal P P P PPPP P
Intra-operative

Neurological
Pediatric
Small Organ

Neonatal
Cephalic
Adult Cep halic
Cardiac P P P P P P P P
Transesophageal-
74-ansrectal 

____

Transvaginal
Transurethral
Intravascular
Peripheral Vascular

Musculo-skeletal
Conventional
Musculo-skeletal -

Superficial

N=new indication; P= previously cleared by FDA, E added under Appendix E

Other Indications or Modes:
** HM, BIPWD, CFM(B)IP WD,CFM(B)/CFM(M)
""'Real time 3D

PLAEDO NOT WRITE BELOW THIS LINE-CONTINuE ON ANOTHER PAGE IF NEEDED)
Concuance of CDRH. Office of Device Evaluation (ODE)

(Division Sign-Oft)
Division of Reproductive, Abdominal and
Radiological Devices Y i
510(k) Number - b 3



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 10 of 20

5 1 0(k) Number (if known) : II C\ ___

Device Name: Diagnostic Ultrasound System SDU-l 1I00. VA20R.-035U

Fill out one, form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation
Clinical Application A B lPD CD Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (SP e c fr) ** Harmonic (Spec if'
th ~ - - _____ DPoppe Imaging Imaging * *

Fetal P~~ ~ ~~P P P F_ p p P P
Abdoinal P P p P p P P P

Itra-operative
(Specify)

Nerooia

Small Organ
('Specify)
Nreonatal
Cep halic
Adult Cep ha/ic
Cardiac p p P p p P P _p
Transesophageal
Transrectal
Transvaginal
Transurethral 

_____

Intravascular
Peripheral Vascular

Laparoscopic
M Ic oskeletal
Conventioa
Musculo-skeletal

Others (Specify _ _ _ _ _ _ _ __ _ _ _ _ __ _ _ _ _ _

N=new indication; P= previously cleared by FDA; E= added under AppendixE

Other Indications or Modes:
**B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)

**Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUJE ON ANOTHER PAGE IF NEEDED)
Concurrence ofCDRH, Office olDevice Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number ____________



Prescription Use (Per 21 CFR 801.1 09)
Ultrasound Device Indications Statement Pa~ge I I of 20

5 10(k) Number (if known) A aZ _
Device Name: Diagnostic Ultrasound System SDUL-l100. VA4OR-035u

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound ima~gin~g or Doppler analysis of the human body as follows:

Clinical B ~~~Al PD C'D Clr Pointe col, Coni~bi,,ed Tissue Oilher
App/i tinoplr (Aniplilude) Velocity (Specify) **Harm onic ('Specify)

- - - Do~~~~~~_2ppler Imaging9 Imaging
Ophthalmic
etalP P pP P P p

Adninai P __ P P _p _p p
Itaoperative

(Speci)
li,-aoperative

Neurooia

Neonatal 
____

CepIhalic

YThans rectal

Intavsculoketar

Conventional
Musculo-skeletal - ____

Superficial
Ohrs (S ecif

N=new indication; P- previously cleared by FDA; E= added unde r Appendix E

Other Indications or Modes:
*B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)
u"Real time 31)

(PLEASE DO NOTI WR ITE BELOW THIS LINE-CONTINUE ONANhE PAGE IF NEEDED)
Concurrene of CDRH, Office ofDevice Evaluation (ODE)~~

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devicesfi
51C0(k) Number - 0s-



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 12 of 20

510(k) Number (if known) ____________

Device Name: -Diaenostic Ultrasound System SDU-l 100. VA40R-0351-IU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnlostic ultrasoundinimag~ingor Doppler analysis of thelhuman body as follows:

Clinical A B M PII C HID Color Power Color Ccnitbined Tissue Other
Application Doppler (AmplitudeI Velocity tSpecify)* Har monic (Specif))

Doppler , gn Iniaging
Ophthalmic
Fetal p p _ _ _ _

Abdominal P P P p p p -P p
Intra-operative

Inti-a-operative
Neurological
Pediatric
Small Organ

Neonatal
Cephalic
Adult Cephalic
Cardiac.
Transesophageal
Transrectal
Transvaginal _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Transurethral
Intravascular
Peripheral Vascular 

_____

La paroscopic
Musculo-skeletal
Conventional
Muscu lo-skeletal
Supeificial

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
** /M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)

Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE If NEEDED)
Coneri-ene ofCDRH, Office of Device Evauation (ODE)

(DivisionSinOfb
Division of Repmductive, Abdominal and
Radiological Devices
510(k) Number ~ 1~



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Pag-e 13 of 20

5 10(k) Number (if known) b K i ia Q ___
Device Name: Diagnostic Ultrasound System SDU-1 100. VA40R-035VPU

Fill out one form for each ultrasound systemn or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

-Mode of Operation
Clinical A BI I PWD11 CWD Cioin Power Color Combined Tissue Oilier

Application ~~~~~~~~~~Doppler (A npficioe) Velocity (Specift)**Hroi ~ef,
Doppler hmaging br_______ Iaging

Ophithahnic
Fetal NN N __ N N *N N N N
Abdominal N N N N N N N N N
Intra-operative

Intra-operative
Neurological
Pediatric
Small Organ
(Specifrc)*
Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectail
Trainsvaginal ___ __________

Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Others (Spec ify) ___ ___

N=new indication; PW previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
**B/M, B/FWD, CFM(B)/PWID,CFM(B)/CFM(M)
**Real time 3D

(PLEASE DO NOT WRITE BELOW THI-S LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurnce of CDPH, Office of Dcico Evaluation (ODE)

(Division Sign-Oft)
Division of Reproductive, Abdominal a nd
Radiological Devices L

510(k) Number Ik



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 14 of 20

510(k) Number (ifknmown). jtbtl ac2 I
Device Namne: Diagnostic Ultrasound Syte SD-_1l00.VA4O.R-035VNU[

Fill out one form for each ultrasound systemn or transducer-.

Indications for use: Diagniostic ultrasounidimaging or Doppler analysis ofthielhuman body as follows~

____-Mod oOprton
Clin7ical A B is' PWID CWHD Color Powver Color Combined Tissue Otlier
Application topples- (Amplitude) V'elocity (Specifi9** Harmonic (Spec;M)

- -- - ~~~~~~~Doppler IaigIaig ______

Optalic 
_____

eal NN N __ N N N N N N
Adminal N N N N NNN<
Jnr-operative

Pediatric
Smnall Organ
(SpeciM
Neonatal
Cephalic
Adult C'ephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Others (SpecLf)

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
**B/M, B/PWD, CFM(B)/PWD,CFM(H)/CEM(M)

Real time 3D

(PLEASE DONOT WRITEBELO THIS LINE-CONTINUE ON ANOTHE PAGEIF NEEDED)
Concuaec of CDRH, Office off)levice Evaluation (ODE)

(Division Sign-Off)
Division of Reproductlive, Abdominal and
Radiological Devices Kb IA
510(k) Number-____ ______



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 15 of 20

5 10(k) Number (if known) : KW11Ia31
Device Namie: Diaenostic Ultrasound SystemiSDLJ**1 00.VA57R-03~75\VU

Fill out one formn for each ultrasound systemn or transducer.

Indications for use: Diagnlostic ultr-asound imagingo~r Doppler analysis of thelhuman body as follows:

Mode ol'Operation
Clinical A B Ad PWD CWPD Cob,1 Powier- Color Combined tissu Other
Application Do1piler (AnpludJ Velocio' (Specifrp*- Harmonic l'Specifr)i

- -- _______ ~~ ~ ~~Dopr Imaging Imagjing

Ophthalmic
Fetal P P P Pp P P
Abdominal p p p p p p p p
Intra-operative
(Specfi))
Intra-operative

Pediatric
Small Organ

Neonatal

Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
7Thansurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Supeificial

11Others (Specify)
Nnew indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
**B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)
**Real time 3D

(PLEASE DO NOT WRITE BELOW THIS UINE-CONTINtIE ON ANOTHER PAGE IF NEEDED)
Concwrnce of CDRHF, Offic of Device Evaluatin (ODE)

(Division Sign-Off) C
Division of Reproductive, Abdominal and
RadiologicalDeis
51 0(k) Number ~ Q



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Pag-e 16 of 20

5 10(k) Number (if known) : ri~l I119C.1
Device Name: Diarnostic UltrasounidSystem SDD-1 100. VA57R-0375HUJ

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

___________ - c~~~~O~~C of O peraton

Ciical A B M P`D CI Color- Poig'er Colo) nCo~mbind Iile ter
Application Dopple, (AmplitudeJ Velocity (SPecf) aroi SpecifrJ)

- -_____Doppler Imaging _ _____ Im ig *

Ftal pp P p P P p
Aboinal p p p p p p p P

ntra-operative
(Spac jfy)
Intra-operative
Neurological
Pediatric
Small Organ

Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Tlansrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal _____

Conventional
Musculo-skele tal
Sup eificial
IOthers (Specify)

N= new indication; P= previously cleared by FDA; E= added ~under Appendix E

Other Indications or Modes:
**B/M, B/PWD, CFM(B)/PWD,GFM(B)/CFM(M)
**Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ONAOHRPGEI EDD
Concwrene of CDRHI, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division at Reproduictive, Abdominal and
Radiological Deices /u
510(k) Number-_________



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Jndications Statement Page 17 of 20

5 10(k) Number (if krnown) : -K 1 ~P§1 ~
Device Namne: Diaanostic Ultrasound Systern SDU-1H]00.TVII IR-055U

Fill out one formn for each ultrasound systemn or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

ClnclApplio A P MT PWID C WD Clr Pwr Color Combined Tissue Other,
Do;~ler (Ampitue,)Velocity (Sp ec ij))* Harmonic (SPeir

Ftal PP P P p P P
Abdoinal

Itra-operative
LSp~eclfv)
Intra-operative
Neurological
Pediatric
Smnall. Organ

Neonatal
Cephalic
Adult C'ephalic
Cardiac

Transesophageal _F P
Transrectal p p p pp pp ____

Transvaginal PF P -P P p -P P P
Transurethral
Intravascular
Perzipheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
IOthers (Specijfy)

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
B/ HM, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)

**Real time 3D

(LAEDO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrece of CoatH, Ouric orfVevie Evalution (ODE)

(Division Sign-Off) 17 2u
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number K________________



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 18 of 20

5 10(k) Number (if known) :ii9 __

Device Name: Diagnostic Ultrasound System SD1-i .100.UBI.OR-065U

Fill out one formi for each ultrasound system or transducer.

Indications for use: Diagniostic ultrasounidimag~ing or Doppler analysis of thelhumnan body as follows:

Mode of Operaton ____

Clituical Application A B Al PW1D CHID Color Poiver Color. Combined Tissue Oilher
Doppler (Amplitude) Velocity (Specif)5'" Harmonic (SpeciO)

- - ~~~~~~~~~~Doppler Imaging Imaging ~
Ophthalmvic
Fetal
Abdominal
Intra-ciperative
(Sp e qfy)
Intra-orperative
Neurological
Pediatric
Small Organ
(Specify)*
Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal p p p p p P p P
Trans~vaginal
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Others (Specify) __

N=new indication; P= previously cleared by FDA; E- added under Appendix B

Other Indications or Modes:
B* DM, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)

**Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concuernc of CDP.H Office offDevice Evaluation (ODE)

(Division Sign-Off) LI'
Division of Reproductive, Abdominal and
Radiological Devices K L I
510(k) Number _ _ _ _ _



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 19 of 20

510(k) Number (if known): V.0-1 I 0.9_1
Device Name: Diagnostic Ultrasound SytmSU1 100.EC IR.-055U

Pill out one form for each ultrasound system or transducer-.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the humian body as follows:

*Clinical Application A- MoeDf peato Color Corhbined Tissue O0lher

Dart li (Ampitude) Velocity (Sp ec ir)*) Hay-moic (Specify)

Ophthalmic
Fetal NN N N NN N N
,Abdominal
Intra-operative
(Sp ec ij
Intra-operative
Neurological
Pediatric 

_____

Small Organ
(Specify)
Neonatal
Cepbabec
A4dult Cephalie
Cardiac
Transesophageal
Transrectal N N N N N N N N
Transvaginal N N N _ NN N N N
7'ransurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal

ISuperficial
Lrersi ____

N new indication; PW previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
**B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)
"~~Real time 3D

(PLEASE DO NOT WRITEB BLW THIS LNE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrnc ofCDRH, Offlec of Device E,,aluatn ~(ODE)

(Division Sign-Oft)
Division of Reproductive, Abdominal and
Radiological Devices '

510(k) Number _ _ _ _ _ _ _ _



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 20 of 20

510(k) Numiber (if kcnown) : W ~
Devi ce Nam e: -Diagnostic Ultrasound System SDU-l 100. ECI OR.-065VPU

Fill out one form for each ultrasound system or transducer-.

Indications for use: Diagnostic ultrasound ima~ging or Doppler analysis of the human body as follows:

Mode of Oprton
Clinical Application A B M PW1D CWMD Color Po,*ver Color Combined Tisu Other

Doppler (Ampjlitude,) I'elocitr, (Specifp** Harmon01ic (Specifr))
Doppler Imzaging Imaging

Ophthalmic
Fetal NNJ N IN N N N N N
A;bdominal
Intra-operative
(Sp e - -f_

Intra-operative
Neurological
Pediatric
Small Organ
(Speciffy)
Neonatal

Adult Cep halic
Cardiac
Transesophageal
Transrectal N N N N N N N N N
Transvaginal N N N N N N N N N
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal ____

Superficial

__ __ _ p ec__ __ __ __ I_ _ _ _ _ __ _ _ _ _ _ _ _ _I_ _ _ _ _ _ _ _ _ _ _ _ _ __I_ _ _ _ _ _

N=new indication; P= previously cleared by D;Et= added under Appendix E

Other Indications or Modes:
**B/M, B/PWD, CFM(B)/PWD,CFM(B)/GFM(M)
"~Real time 3D

-(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concunti= of CORHK Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Device's ri -in
510(k) Number ~ b 1 g


